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Common name 
Posterior pedicle screw systciii 
Hooks 
s:l~-sill plate 

Classification name 
Spoiidylolistlicsis Spiiial lkitioii Device System per MNH 888.3070 

Equivalent Device 
1 lie coinpoiiciits covered by this subinissioii arc exactly tlic sane ;is tliosc clc;ucd in KO0 1 O24., KO 12 175, KO 13 19 1 , 
KO 134.5 1 , KO 134.42 md KO20236 ‘I’licsc devices wcre dl subinitted by Encore Orlhopcdics. All of the clciued devices 
wcrc tlcsigictl, inaiiufacturcd aiid packaged by Medicrca. 
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Device Description 
1 lie 1’ASSinctl systcin iiicludcs pedicle sc~‘c\vs iiiclude polyaxkil screws iii ;I ixrious leiifillis and diameters. Stm(kird iiiid ollsct 
IicigIit sci-c\vs arc aviiild)lc, nitli the ollsct used iii cases ofsc\~crc s~~oiidylolistlicsis. Stiuitlxd aiitl rcdigninciit cl;unps ;ire used to 
coiiiicct the screw ;iiid rods. tiotls ;isc v)(iiiiixi iii lcii&s ixiib~iig lroin 50niiii t o  250inm. It also iiiclutlcs sacral plates ; i i d  

screws. 1 lie s:icI;il pl;itc t;ikcs tlic place of pedicle scIc\v in coiiiicctiiig tlic rod to tlic s;icsuin. I lie plate is ;itt;iclictl IO tlic 
sacruin n i h  two screws. Tlie poly;~~ial  attiicliiiiciit inccli;inisin to (lie rod is tlic s:iinc a s  tlic pctliclc sci-cws. ‘llic plates conic i i i  

right ;iiid lclt coiilihwsatioii. ‘lk rod-pkitcs arc siinikir to  tlic rods a s  they coiisist of  ;I slioi-t sod sepnciit t1i;it Ii;u ciilarged 
portioiis ;it tlic ciitls \villi Iiolcs to  attach directly to scrc~v with lieinispliciicid nuts ixtlicr t l i m  coiiiicctiiig to tlic sod via a clmip. 
‘l7l1C rotls ;lthcll to t l l C  I 1 0 0  i i i t l  caii I)c used f i x  siiiglc or multiple Icvcl Iixitims. rI’licy Ii;ivc the siunc rod att;icliinciit 

inccIi;iiiisiii as tlie polyisiiil scrc\vs. ‘llic liiiniiix hooks arc iiisci-tctl iiilciior aiid superior arouiitl tlic liuiiiiia, pedicle Iiooks ;ire 
iiiscrtcd iiifci-ior iuid superior ;irouiitl tlic pedicles. 
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Intended Use 
’IIic 1’ASSinctl is ii pedicle screw systciii iiitciidcd to provide i i~iin~~l)i l l~~itioii  and st:il)ilimtioii of spiiial scgiiciits iii skeletally 
in;iluir pticiils ;is ;ui adjuiict to lusioii iii tlic trcatinciit of the lollo\iiiig ;icutc aiid cliroiiic iiista1)ilitics or tlclorinitics of tlic 
tliosiicic, Iuinl);is, ;uid s;ici.iil spiiic: t1cgciici;itivc sl)oiid~lolistlicsis witli objective cvitlciicc o1iieurolobic;il inipurinciit, liictiirc, 
dislociitioii, scoliosis, kypliosis, spiiial tuinor, ;iiitl liilcd previous lusioii (pscuthrtlirosis). 

As ;I pctliclc screw systcin 1’ASSiiictl is iiidicatctl lor tlic ti-catinciit of S C I F ~ C  spoiitlylolistliesis (Grades 3 aiid 4,) 0 1  tlic 15-S 1 
\~ci-tcI)r:i iii skclctiilly iiiiitui-c piiticiits rccciviiig lusioii by ;iutogciious Iloiic hqilli 1i;iviiig impbits att;ic-hed to tlic lumbar ;uid s;ici;d 
spiiic (I 3 l o  s;icruiii) \f it11 i-cinov;d of  tlic iinpkuits ;iftcI tlic att;iiiiinciit of ;I solid fusioii. 

It also iiiclutlcs hooks ;uid ;I s;icixl pkitc iiidicatcd lbr tlcgciici-ativc disc tliscasc (dtld) dcliiicd a s  Ixick pain oldiscogciiic oiigiii 
with t1cgciici;itioii of the disc coiilirincd b y  Iiistory ;uid ixIiogapliic studies, sI,oiitlylolistliesis, ti-auina (Le., lixcturc or 
(Iislocatioii), spiiizil steiiosis, tIcliirmitics or cui-vatures (Le., scoliosis, kyphosis, ;iiid/or lostlosis), tumor, pscudoaitlirosis ;uid 
I~ulctl ~)Ic\ious fusioii. 

Summary Nonclinid Tests 
‘I’cstiiig I)cslc)rtncd accordiiig to AS‘TM F17 17 iiidiciitc tliat tlic 1’ASSincd system is as mecliiuiicdly souiitl as otlics devices 
coinnicrci;dly av;iil;ibIc. 



(3 DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 

Food and Drug Administration 
9200 Corporate Boulevard 
Rockville MD 20850 

5k, 
NOV 14 2003 

Medicrea 
C/o Mr. J.D. Webb 
100 1 Oakwood Boulevard 
Round Rock, Texas 7868 1 

Re: KO32094 
Trade/Device Name: PASSmed Spinal System 
Regulation Number: 21 CFR 888.3050,21 CFR 888.3070 
Regulation Name: Spinal interlaminal fixation orthosis, Pedicle screw spinal system 
Regulatory Class: I1 
Product Code: KWP, M”, MNI 
Dated: October 10, 2003 
Received: October 14,2003 

Dear Mr. Webb: 

We have reviewed your Section 5 10(k) premarket notification of intent to market the device 
referenced above and have determined the device is substantially equivalent (for the indications 
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate 
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to 
devices that have been reclassified in accordance with the provisions of the Federal Food. Drug. 
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA). 
You may, therefore, market the device, subject to the general controls provisions ofthe Act. The 
general controls provisions of the Act include,requirements for annual registration, listing of 
devices, good manufacturing practice, labeling, and prohibitions against misbranding and 
adulteration. 

If your device is classified (see above) into either class I1 (Special Controls) or class I11 (PMA), it 
may be subject to such additional controls. Existing major regulations affecting your device can 
be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may 
publish further announcements concerning your device in the Federal Register. 

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean 
that FDA has made a determination that your device complies with other requirements of the Act 
or any Federal statutes and regulations administered by other Federal agencies. You must 
comply with all the Act’s requirements, including, but not limited to: registration and listing (21 
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set 
forth in the quality systems (QS) regulation (2 1 CFR Part 820); and if applicable, the electronic 
product radiation control provisions (Sections 53 1-542 of the Act); 2 1 CFR 1000-1 050. 
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This letter will allow you to begin marketing your device as described in your Section 5 1 O( k )  
premarket notification. The FDA finding of substantial equivalence of your device to a legally 
marketed predicate device results in a classification for your device and thus, permits your device 
to proceed to the market. 

If you desire specific advice for your device on our labeling regulation (21 CFR Part Sol), please 
contact the Office of Compliance at (301) 594-4659. Also, please note the regulation entitled, 
“Misbranding by reference to premarket notification” (21 CFR Part 807.97). You may obtain 
other general information on your responsibilities under the Act from the Division of Small 
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-204 1 or 
(301) 443-6597 or at its Internet address http:l/m?.\;M..fda.go\ /cdrh/dsma, dsniamain li~rnl 

Sincerely yours, 

1 Celia M. Witten, Ph.D., M.D. 
Director 
Division of General, Restorative 
and Neurological Devices 
Office of Device Evaluation 
Center for Devices and 

Radiological Health 

Enclosure 
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510(k) number (if known): K O 3  2094 

Device Name: PASSmed Spinal System 

Indications for Use: 

PASSmed Spinal System 
Indications for Use 

The PASSmed is a pedicle screw system intended to provide immobilization and 
stabilization of spinal segments in skeletally mature patients as an adjunct to fusion 
in the treatment of the following acute and chronic instabilities or deformities of the 
thoracic, lumbar, and sacral spine: degenerative spondylolisthesis with objective 
evidence of neurological impairment, fracture, dislocation, scoliosis, kyphosis, 
spinal tumor, and failed previous hsion (pseudarthrosis). 

As a pedicle screw system PASSmed is indicated for the treatment of severe 
spondylolisthesis (Grades 3 and 4) of the L5-Sl vertebra in skeletally mature 
patients receiving fusion by autogenous bone graft having implants attached to the 
lumbar and sacral spine (L3 to sacrum) with removal of the implants after the 
attainment of a solid fusion. 

.. 

It also includes hooks and a sacral plate indicated for degenerative disc disease 
(ddd) defined as back pain of discogenic origin with degeneration of the disc 
confirmed by history and radiographic studies, spondylolisthesis, trauma (Le., 
fracture or dislocation), spinal stenosis, deformities or curvatures (Le., scoliosis, 
kyphosis, andor lordosis), tumor, pseudoarthrosis and failed previous fusion. 

(PLEASE DO NOT WRITE BELOW THIS LINE,- CONTINUE ON ANOTHER PAGE IF NEEDED) 

Concurrence of CDRH, Office of Device Evaluation (ODE 
) 

Prescription Use __ OR Over-the-counter Use 
(per 21 CFR 801.109) 

(Optional format 1-2-96) 

Division of General, Neurological 
and Restorative Devices 
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